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Period for Reply ™»--n*auv„ appears on me cover sneet with the correspondence address - 

^u S c H ma,!^ E S a S -J^ UT0RY PERI0D F0R REPLY IS SET T0 EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION " 

■ a^sS^ lnnoev e nt. h owe V er, m a yarep , yb e tim e, yfi , ed 

" u Ln K fnr ™ P l y • PeCi ' ie ? a „T iS ' e f than thirty (30) days ' a rep, y wi,hin the statutor y minimum of thirty (30) days will be considered timelv 

Status 

1 )S Responsive to communication(s) filed on 18 March 2003 . 

2a)IS This action is FINAL. 2b)Q This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 C D 1 453 O G 213 
Disposition of Claims ' ' ^ 

4M Claim(8) 54,56,58,60,62,64,66,68,70,72,74.76 78 80.82.84 *8 88 an »nH a, js/are pending jn the application . 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5)Q Claim(s) is/are allowed. 

6® Claim(s)54, 56, 58, 60, 62, 64, 66 68 70. 72. 74 76 7ft *n 82. 84. 86 8* on^HO 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)LlAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. 



3.D Copies of the certified copies of the priority documents have been received in this National Staae 
application from the International Bureau (PCT Rule 1 7 2(a)) ' wriai &ia ge 

* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) O Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 
3)D Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) O Interview Summary (PTO-413) Paper No(s) 

5) D Notice of Informal Patent Application (PTO-152) 

6) Q Other: 



U.S. Patent and Trademark Office 
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Art Unit: 1651 

Status of the Claims 

The response with amendments filed 18 March 2003 has been received and entered. 
Claims 54, 56, 58, 60, 62, 64, 66, 68, 70, 72, 74, 76, 78 80 82, 84, 86, 88, 90 and 92 have been 
presented for examination. 



Claim Rejections - 35 USC §103 

Claims 72, 74, 76, 78 80 82, 84, 86, 88, 90 and 92 stand rejected under 35 U.S.C. 103(a) 
as being unpatentable over Ostro (EP 546,951) in view of Kedar et al. (1994). 

It is argued that Kedar does not encapsulate cytokines in MLVs only in SUVs. MLVs 
have a mean diameter of 1 .5 Jim as compared to the 0.5 m SUV mean diameter. It is argued 
that MLVs enable delivery to the RES. Finally it is alleged that a synergistic effect of the 
combination is obtained. 

Contrary to the arguments in the response, Kedar does teach encapsulating IL2 in MLVs 
have a mean diameter of -1.5 ^m referred to as Non-SSL-IL2 (see page 49 for how to make, and 
page 5 1-52 for results). They found meager improvement in pharmacokinetics (MLV- IL2 was 
only slightly better than free soluble IL2 in a T-cell proliferation assay), but were somewhat 
displeased that the non-SSLs were rapidly removed by the RES. The rapid removal by RES is 
exactly what it is argued as desired by the instantly claimed method. Kedar provides evidence 
that the MLV-IL2 are specifically targeted to the RES. While the response argues that a 
synergistic effect was obtained, no evidence to support this synergism is presented. 
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Applicant's arguments filed 18 March 2003 have been fully considered but they are not 
persuasive. The rejection under 35 U.S.C. 103(a) is adhered to for the reasons of record and the 

additional reasons above. 



No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon P Weber, Ph.D. whose telephone number is 703-308-4015. 
The examiner can normally be reached on daily, off 1st Fri, 9/5/4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 703-308-4743. The fax phone numbers for 
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P«on^ number 703/M-0196. 
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P Weber, Ph.D 

Primary Examiner 
Art Unit 1651 



